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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group II, claims 4 and 7- 1 8 in the reply filed on 
1/22/08 is acknowledged. The traversal is on the ground(s) that Examiner has failed to establish 
that a serious burden would be placed on the Examiner if the restriction requirement was not 
made (MPEP 802.02). This is not found persuasive because the grounds upon which Applicants 
are basing their traversal (i.e., MPEP 802.02) apply to applications filed under 35 U.S.C. 1 1 1; the 
present application is a national stage entry of a PCT application, and is therefore filed under 35 
U.S.C. 371. Accordingly, the restriction requirements for the present application are according 
to PCT Rules 13.1 and 13.2 (see MPEP 1850). As stated in the restriction requirement dated 
12/20/07, the inventions listed as Groups I-III do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: The special technical feature common to all of the 
groups cannot be considered a patentable advance over the art given that said feature, namely the 
formulation containing yttrium, neodymium, or zirconium, is old. For example, US Patent 
4,610,241, cited in Applicant's International Search Report dated 8/3/04, discloses formulations 
containing yttrium useful in the treatment of atherosclerosis (see col. 1, lines 5-15 and col. 4, 
lines 17-34). 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 1-3 and 19-23 withdrawn from further consideration pursuant to 37 CFR 

1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or linking 
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claim. Applicant timely traversed the restriction (election) requirement in the reply filed on 
1/22/08. 

3. Applicant's election with traverse of the species of yttrium and an alloy as the carrier in 
the reply filed on 1/22/08 is acknowledged. The traversal is on the ground(s) that the species 
identified by the Examiner are not mutually exclusive (MPEP 806.04(f)), citing the examples of 
1) the claims in group II are "comprising" claims, 2) the overlap between the identified species a 
seen in claim 12, and 3) that the species of an alloy and a bioresorbable polymer are different 
embodiments of a biodegradable carrier, as recited in claim 4. This is not found persuasive 
because the grounds upon which Applicants arc basing their traversal (i.e., MPEP 806.04(f)) 
apply to applications filed under 35 U.S. C. 1 1 1; the present application is a national stage entry 
of a PCT application, and is therefore filed under 35 U.S.C. 371. Accordingly, the restriction 
requirements for the present application are according to PCT Rules 13.1 and 13.2 (see MPEP 
1850). As stated in the restriction requirement dated 12/20/07, the species listed [in the 
restriction requirement dated 12/20/07] do not relate to a single general inventive concept under 
PCT Rule 13.1 because, under PCT Rule 13.2, the species lack the same or corresponding 
special technical features for the following reasons: The choices available for each of the 
elements and carriers for the formulations of claims 4 and 7-18 create combinations of 
formulations which vary significantly in structure and properties, so that the resulting 
formulations and/or methods of use would lack the same or corresponding special technical 
feature. For example, a formulation containing yttrium and an alloy would lack the same or 
corresponding technical feature as a formulation containing zirconium and a bioresorbable 
polymer. 
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The requirement is still deemed proper and is therefore made FINAL. 

4. Claims 8, 10, 11, and 16-18 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected species, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply filed 
on 1/22/08. 

5. Upon searching the prior art, it has been determined that the formulation containing a 
mixture of yttrium, neodymium, and zirconium is an obvious variant of the formulation 
containing yttrium alone; therefore, the examination has been extended to include formulations 
containing a mixture of yttrium, neodymium, and zirconium. 

6. Claims 4, 7, 9, and 12-15 are examined. 



Double Patenting 

7. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 
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8. Claims 4, 1,9, 12-15 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-6 and 21-24 of 
copending Application No. 10/706,717. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because they are drawn to the same subject matter and 
composition components. 

The claimed invention is drawn to a pharmaceutical formulation comprising yttrium (Y), 
neodymium (Nd), or zirconium for inhibiting the proliferation of human smooth muscle cells 
wherein the formulation is adapted for intravascular liberation after implantation in a vascular 
vessel and the formulation includes an at least very substantially biodegradable carrier (see claim 
4). 

The '717 application is drawn to an endoprosthesis comprising a carrier structure 
comprising a metallic material, which comprises a magnesium alloy of the following 
composition: 

V ik i >90'1? 
Yttrium: 3.7^-5.5% 
Hare earth - : 1 5% ~ AA% assd 

The "rare earths" may comprise neodymium (claim 4) and the "balance" may comprise 
zirconium (claim 5). 

The '717 application differs from the claimed invention because it is named as an 
endoprosthesis, and because it does not recite the limitations of "pharmaceutical formulation" 
and "inhibiting the proliferation of human smooth muscle cells wherein the formulation is 
adapted for intravascular liberation after implantation in a vascular vessel". 
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However, the limitations in the claimed invention of are intended use and do not lend 
patentable weight to the composition as claimed. Furthermore, the intended use of the '717 
application as "endoprosthesis" does not lend patentable weight to the composition as claimed. 
Therefore, the composition of the claimed invention and the '717 application are drawn to the 
same subject matter and composition components. 

With respect to the dependent limitations of amounts of metals present, the '717 
application teaches ranges which are encompassed by, or comparable to, the ranges taught in the 
claimed invention, and one skilled in the art would select optimal amounts of metals as a matter 
of routine experimentation. 

With respect to the yttrium concentration in the region of the human smooth muscle cells 
to be treated (claim 15), the 717 application would be capable of adapting to provide such a 
concentration, especially given the fact that the amount of yttrium taught in the 717 application 
is encompassed by the amount of yttrium taught in the claimed invention. The limitation is one 
of intended use, and does not lend patentable weight to the composition as claimed. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

9. Claims 4, 7, 9, and 12-15 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-3,5, 7-9, and 16-19 of 
copending Application No. 10/596,797. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because they are drawn to the same subject matter and 
composition components. 
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The claimed invention is recited above (see paragraph 8). 

The '797 application is drawn to a radiopaque marker for medical implants comprising 
10 to 90 wt.% of a biodegradable base component, 10 to 90 wt.% of one or more radiopaque 
elements including Y and Nd, less than or equal to 10 wt.% residual components, the 
components cited adding up to 100 weight-percent. The biodegradable base component may be 
a magnesium alloy (claim 3). The definition of "residual components" in the '797 application 
includes Zr, and the definition of "magnesium alloy" includes WE43 (see paragraph 27, page 8). 

The '797 application differs from the claimed invention because it recites the limitation 
of "radiopaque marker for medical implants", and it does not recite the limitations of 
"pharmaceutical formulation" and "inhibiting the proliferation of human smooth muscle cells 
wherein the formulation is adapted for intravascular liberation after implantation in a vascular 
vessel". 

However, the limitations in the claimed invention are intended use and do not lend 
patentable weight to the composition as claimed. Furthermore, the intended use of the '797 
application as "radiopaque marker for medical implants" does not lend patentable weight to the 
composition as claimed. Therefore, the composition of the claimed invention and the '797 
application are drawn to the same subject matter and composition components. 

With respect to the dependent limitations of amounts of metals present, the '797 
application teaches ranges which are comparable to the ranges taught in the claimed invention, 
and one skilled in the art would select optimal amounts of metals as a matter of routine 
experimentation. 
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With respect to the yttrium concentration in the region of the human smooth muscle cells 
to be treated (claim 15), the radiopaque marker of the 797 application would be capable of 
adapting to provide such a concentration, especially given the fact that the amount of yttrium 
taught in the 797 application is comparable to the amount of yttrium taught in the claimed 
invention. The limitation is one of intended use, and does not lend patentable weight to the 
composition as claimed. 

10. Claims 4, 7, 9, and 12-15 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-9 and 1 1 of copending 
Application No. 10/908,729. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because they are drawn to the same subject matter and 
composition components. 

The claimed invention is recited above (see paragraph 8). 

The 729 application is drawn to an implant for vessel ligature comprising an alloy which 
is at least partially biodegradable and which comprises: 

greater than B7% magnesium; 
from aboyt 3% to aboyt 6% yttrium; 
from about 136 to aboyt 5% ianthanide; and 
a balance of about to aboyt 2%, 

The "lanthanide" further comprises neodymium (claims 4 and 5), and the "balance" 
further comprises zirconium (claims 7-9 and 1 1). 
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The '729 application differs from the claimed invention because it recites the limitation 
of "implant for vessel ligature", and it does not recite the limitations of "pharmaceutical 
formulation" and "inhibiting the proliferation of human smooth muscle cells wherein the 
formulation is adapted for intravascular liberation after implantation in a vascular vessel". 

However, the limitations in the claimed invention are intended use and do not lend 
patentable weight to the composition as claimed. Furthermore, the intended use of the '797 
application as "implant for vessel ligature" does not lend patentable weight to the composition as 
claimed. Therefore, the composition of the claimed invention and the '729 application are drawn 
to the same subject matter and composition components. 

With respect to the dependent limitations of amounts of metals present, the '729 
application teaches ranges which are encompassed by or comparable to the ranges taught in the 
claimed invention, and one skilled in the art would select optimal amounts of metals as a matter 
of routine experimentation. 

With respect to the yttrium concentration in the region of the human smooth muscle cells 
to be treated (claim 15), the implant of the '729 application would be capable of adapting to 
provide such a concentration, especially given the fact that the amount of yttrium taught in the 
797 application is encompassed by or comparable to the amount of yttrium taught in the claimed 
invention. The limitation is one of intended use, and does not lend patentable weight to the 
composition as claimed. 

1 1 . Claims 4, 7, 9, and 12-15 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-4 of copending 
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Application No. 1 1/221,322 and claims 1-4 of copending Application No. 11/221,344. Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
they are drawn to the same subject matter and composition components. 
The claimed invention is recited above (see paragraph 8). 

The '322 application and the '344 application are drawn to an endoprosthesis comprising 
a magnesium alloy of the following composition: 

.Rare emh mzt&h: between about 2,0 and alw 30i)% fey wagfet 

/ tco»l« betwet n &b 1 0.; n ut $M > * h 

Balance: t c >and about 10 by » t 

The '322 application also comprises neodymium in claims 3 and 4; the '344 application 
also comprises neodymium in claim 1 . 

The '322 application and the '344 application differ from the claimed invention because 
they recite the limitation of "endoprosthesis comprising a carrier structure", and they do not 
recite the limitations of "pharmaceutical formulation" and "inhibiting the proliferation of human 
smooth muscle cells wherein the formulation is adapted for intravascular liberation after 
implantation in a vascular vessel". 

However, the limitations in the claimed invention are intended use and do not lend 
patentable weight to the composition as claimed. Additionally, the presence of a "carrier 
structure" in the '322 and '344 applications is not excluded from the pharmaceutical formulation 
of the claimed invention. Furthermore, the intended use of the '322 and '344 applications as 
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"endoprosthesis" does not lend patentable weight to the composition as claimed. Therefore, the 
composition of the claimed invention and the '322 and '344 applications are drawn to the same 
subject matter and composition components. 

With respect to the dependent limitations of amounts of metals present, the '322 and '344 
applications teach ranges which are encompassed by or comparable to the ranges taught in the 
claimed invention, and one skilled in the art would select optimal amounts of metals as a matter 
of routine experimentation. 

With respect to the yttrium concentration in the region of the human smooth muscle cells 
to be treated (claim 15), the endoprosthesis of the '322 application and the '344 application 
would be capable of adapting to provide such a concentration, especially given the fact that the 
amount of yttrium taught in the '322 and '344 applications is encompassed by or comparable to 
the amount of yttrium taught in the claimed invention. The limitation is one of intended use, and 
does not lend patentable weight to the composition as claimed. 

Claim Rejections - 35 USC § 102 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

13. Claims 4, 7, 9, and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Stroganov et al., US Patent 3,687,135. 
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The claimed invention is drawn to a pharmaceutical formulation comprising one or more 
of the elements from the group yttrium (Y), neodymium (Nd), or zirconium (Zr) for inhibiting 
the proliferation of human smooth muscle cells wherein the formulation is adapted for 
intravascular liberation after implantation in a vascular vessel and the formulation includes an at 
least very substantially biodegradable carrier (see claim 4). 

In the elected species of the claimed invention, the element is yttrium and the 
biodegradable carrier is a magnesium alloy. 

Stroganov et al. teach a magnesium-base alloy for use in bone surgery which contains the 
following components, wt. % (see abstract): 



Rare earth metal e .40-4 ,0 

Cadmium 0*05-1.2 

OaJeiurji Of aluminttm 0.05- 1 ,0 

Manganese 0.05-LO 

Sslver 0-0.8 

Slftcan £MX3 

M^pw^am remainder 



Stroganov et al. further teach that neodymium and yttrium are predominantly employed 
as the rare earth metal (col. 2, lines 29-3 1). A magnesium alloy comprising yttrium at 1 .6 wt.% 
is exemplified (see Example 3). The limitations in the claim of "inhibiting the proliferation of 
human smooth muscle cells wherein the formulation is adapted for intravascular liberation after 
implantation in a vascular vessel" are not given patentable weight, since the composition of 
Stroganov et al. has pharmaceutical use in bone surgery, and thus would be capable of the 
intended use of the claimed invention. Therefore, the composition of Stroganov et al. anticipates 
the composition of the claimed invention. 
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With respect to the yttrium concentration in the region of the human smooth muscle cells 
to be treated (claim 15), the composition of Stroganov et al. would be capable of adapting to 
provide such a concentration, especially given the fact that the amount of yttrium taught by 
Stroganov et al. is encompassed by the amount of yttrium taught in the claimed invention. The 
limitation is one of intended use, and does not lend patentable weight to the composition as 
claimed. 

With respect to the yttrium concentration in the region of human smooth muscle cells to 
be treated (claim 15), the composition of Stroganov et al. would be capable of performing the 
intended use of the claimed invention, especially given the fact that the amount of yttrium taught 
by Stroganov et al. is also taught by the claimed invention. Language that suggests or makes 
optional but does not require steps to be performed or does not limit a claim to a particular 
structure does not limit the scope of a claim or claim limitation; "adapted for" clauses are an 
example of such language (see MPEP 2106 II). Since the invention of Stroganov et al. and the 
invention as claimed are the same, the invention of Stroganov et al. would be capable of 
performing the intended use of providing an yttrium concentration in the region of the human 
smooth muscle cells to be treated of between 200 uM and 2 mM, in particular between 800 uM 
and 1 mM, as taught by claim 15. 

Claim Rejections - 35 USC § 103 

14. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

15. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

16. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

17. Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Stroganov et al, US Patent 3,687,135. 

The claimed invention and the invention of Stroganov et al. are recited above (see 
paragraph 13). 

With respect to claims 12-14, Stroganov et al. differ from the claimed invention because 
they do not exemplify a formulation comprising a magnesium alloy and containing Y, rare earths 
without Y, and remaining elements, or containing, Y, Nd, and Zr, in the weight percentages 
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specified by the claims (the weight percentages for Y, Nd, and Zr in the biodegradable 
magnesium alloy WE43 are defined in Applicant's specification, page 15, paragraph 48). 

However, Stroganov et al. do teach that the rare earth metals (i.e., Y plus rare earths 
without Y, or Y and Nd) in the range of 0.4 - 4.0 wt.%. Additionally, Stroganov et al. teach that 
zirconium may be present in amount ranging from 0 - 0.8 wt.%, and the total remaining 
elements may be present in amounts ranging from 0.15-5.1 wt.% (col. 2, lines 20-28). 
Stroganov et al. also teach that neodymium and yttrium are predominantly employed as the rare 
earth metal (col. 2, lines 29-3 1). 

It would have been obvious to a person having ordinary skill in the art at the time the 
invention was made to form a pharmaceutical formulation having the elements and amounts as 
specified by the claimed invention with a reasonable expectation of success. 

It is prima facie obvious to combine two compositions, each of which is taught by the 
prior art, to be useful for the same purpose, in order to form a third composition to be used for 
the very same purpose. See MPEP 2144.06. One skilled in the art would have been motivated to 
combine the elements of yttrium and neodymium as the rare earth metal in the composition of 
Stroganov et al, with a reasonable expectation of success. Additionally, one skilled in the art 
would have been motivated to select zirconium to be present in the formulation, since zirconium 
is already exemplified in the formulations of Stroganov et al. Furthermore, the amounts taught 
in Stroganov et al. are comparable to those taught in the claimed invention, such that one skilled 
in the art would be able to choose optimal amounts of elements as a matter of routine 
experimentation. 
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One skilled in the art would have been motivated to combine the elements of yttrium and 
neodymium as the rare earth metal in the composition of Stroganov et al, with a reasonable 
expectation of success, because it is prima facie obvious to combine two compositions, each of 
which is taught by the prior art, to be useful for the same purpose, in order to form a third 
composition to be used for the very same purpose. See MPEP 2144.06. Furthermore, the 
amounts taught in Stroganov et al. are comparable to those taught in the claimed invention, such 
that one skilled in the art would be able to choose optimal amounts of elements as a matter of 
routine experimentation. 

Examiner's Remarks 

In claim 14, regarding the term (W25/EP5M); the Examiner suggests deleting the term 
"(W25/EP/5M)" in order to improve the clarity of the claim. Additionally, the Examiner 
suggests adding the definition of the composition of WE43 as defined in page 15, paragraph 48 
of the specification, in order to further improve the clarity of the claim. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BARBARA FRAZIER whose telephone number is (571)270- 
3496. The examiner can normally be reached on Monday-Thursday 9am-4pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571)272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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